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 OR ONLINE
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•	Hear Congress’ latest plans for disclosure directly from 
Senator Charles Grassley and his key aide on this issue, 
Chris Armstrong.

•	Hear what key state activists plan for the year ahead 
—and beyond.

 
•	 Learn how Eli Lilly,Merck, Millennium, and Novartis, as 
well as small and mid-size companies, are implementing 
disclosure and aggregate spend programs.

 
•	 Benchmark your disclosure and aggregate spend 
initiatives against your industry counterparts.

Revised Sunshine Act deals pharma sharp blow by 
eliminating preemption of state laws
Final Senate bill drops preemption, lowers reporting threshold, and increases penalties

S 

enators Charles Grassley (R-IA) and Herb Kohl (D-IA) introduced a revised version of the Physician 
Payments Sunshine Act late last week that effectively eliminates the preemption of state laws, which 

was the cornerstone of the industry’s support for a draft version of the bill last year. This leaves drug and 
device companies facing the prospect of mandatory federal reporting requirements, as well as an 
ever-growing list of conflicting state law disclosure requirements. The final bill would also require drug and 
device companies to disclose aggregate payments to doctors in excess of $100 a year, well below the $500 
threshold included in the draft version. It also increases the penalties for failing to disclose required 
information to the Department of Health and Human Services (HHS) from $250,000 to $1 million.
	 All sides agree that the industry’s support of last year’s draft bill was premised on the inclusion of a 
provision preempting state laws. In short, with calls for disclosure gaining momentum and eventual passage of 
the Sunshine Act considered likely, the industry opted to embrace a uniform federal law in place of a growing 
patchwork of conflicting state laws.
	 Clearly, the industry believed it had struck a compromise with the authors of the Senate bill. Now, the 
industry is left without a key Congressional ally on the issue of preemption. The House version of the 
Sunshine Act, introduced last year but yet to be introduced in this Congress, did not include such a provision. 
▶ Cont. on page 2

Early-bird discount to timely disclosure conference ends this week!
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	 This leaves the industry in an awkward position, 
having praised the concept of disclosure in its 
endorsement of the draft bill last summer. The 
Pharmaceutical Research and Manufacturers of 
America (PhRMA) had little to say on the subject 
last week, noting only that it is “currently reviewing 
the legislation.”
	 Stephen Ubl, president and CEO of the 
Advanced Medical Technology Association 
(AdvaMed), was less vague in commenting on the 
revised bill. “AdvaMed and its member companies 
support the appropriate disclosure of payments 
made to physicians and were pleased to have 
supported S. 2029 as revised last year,” said Ubl. 
“We are currently reviewing the details of this newly 
re-introduced legislation,” he added, “but believe it 
is important that any federal disclosure legislation 
create a uniform national standard to prevent a 
patchwork approach by all 50 states.”
	 By contrast, state activists immediately endorsed 
the revised bill. “The new version of the Act is a real 
improvement over last year’s bill,” said Maine 
Representative Sharon Treat, who heads the 
National Legislative Association on Prescription 
Drug Prices. “In particular,” she said, “the language 
preempting similar state laws has been narrowed so 
that state disclosure and gift ban requirements that 
are more extensive than the proposed law may still 
be enforced.”

A predictable turnabout
Last week’s turnabout was, in fact, fairly predictable. 

For months, we have been suggesting in these pages 
that it was hard to imagine Senators Grassley and 
Kohl disregarding the broad financial disclosure 
recommendations for drug and device companies 
that were considered and approved by the Medicare 
Payment Advisory Commission (MedPAC) last 
year. The two 
Senators validated 
that theory by noting 
that the final bill 
incorporates “many 
of the new 
recommendations” 
made by the 
Commission.
	 MedPAC, an 
influential 
Congressional 
advisory group, was 
something of an 
unknown entity to 
much of the industry 
before it weighed in 
on financial disclosure 
for drug and device 
companies. However, 
several health care 
attorneys raised the specter that MedPAC’s 
recommendations could have a significant impact on 
the final shape of the Sunshine Act. (For a complete 
discussion of this issue, see Rx Compliance Report, 
October 16, 2008 and November 17, 2008).

Senator Grassley 
says he is 
considering 
MedPAC’s 
recommendation 
that reporting 
requirements 
include payments 
to hospitals, 
pharmacists, CME 
groups, and 
others.  

According to attorneys at Epstein, Becker & 
Green, several key provisions in the Senate’s 
proposed disclosure law have been modified from 
the previous versions of the draft bill.

Preemption. The proposed preemption language 
included in the legislation introduced last week 
now includes an additional paragraph 
acknowledging that certain state laws and 
regulations will not be preempted, says Wendy 
Goldstein, a partner with Epstein, Becker & 
Green in New York. “It is likely that numerous 
preemption interpretations could emerge,” she 
adds, “and that will lead to inconsistent state law 
reporting by companies.”

Penalties. The revised Sunshine Act also 

increases the penalties for failing to report 
payments and other transfers of value, notes Sara 
Giesting of Epstein Becker & Green. For example, 
she says, the maximum aggregate penalty for 
“knowingly” failing to report payments was 
increased from $250,000 to $1 million per calendar 
year. “These penalties would provide the Secretary 
of HHS with significant tools for enforcing the 
Act,” she says, “which we have not yet seen on a 
large scale by the states.”
 
Exclusion. Manufacturers will be also challenged 
by the revised exclusions provision that removes 
the $25 de minimis exception found in previous 
versions of the Act, says Goldstein. “Manufac-
turers will need a robust infrastructure in order to 
capture and report these payments,” she says.

Epstein Becker & Green attorneys say changes will have big impact



    3JANUARY 26, 2009

	 According to Bill Sarraille, a partner with Sidley 
Austin, the revised bill includes many—but certainly 
not all—of MedPAC’s recommendations. Notably, 
he says, Grassley and Kohl limited the scope of the 
bill to disclosure of payments to physicians, rather 
than expanding it to include payments to additional 
entities, such as hospitals and advocacy groups, 
which MedPAC recommended. 
	 However, as it stands, he points out, there is 
nothing in the legislation to preclude the states from 
passing legislation that includes those groups. “That 
could come in a piecemeal fashion in certain states, 
but not others, with different definitions, different 
reporting requirements, and different ways of 
calculating and allocating,” he says. “This could be a 
disaster, in short order.”

▸	Moreover, Grassley flatly stated last week that 
he is considering MedPAC’s recommendation 
that reporting requirements also be applied to 
industry payments to medical organizations, 
hospitals, pharmacy benefit managers, 
pharmacists and pharmacies, continuing medical 
education groups, and medical schools.  

A mixed bag
The final version of the legislation is “a mixed bag,” 
according to Greg Levine, a partner with Ropes and 
Gray in Washington, D.C. He says the final bill 
includes some helpful changes that will reduce the 
burden placed on the industry. For example, he says, 
while the draft bill called for quarterly reporting, the 
final bill requires only annual reporting.
	 Under the revised bill, companies would be 
required to begin annually reporting to HHS any 
“payment or other transfer of value” to a physician, 
physician medical practice, or physician group 
practice on March 31, 2011. The disclosure 
requirement is defined “expansively,” according to 
Sarraille.
	 Specifically, it encompasses the following:

•	 payments of cash, in-kind items or services, or 
stock; 

•	 fees for consulting or other services (including 
participation in continuing medical education); 

•	 honoraria; food, travel, or entertainment payments; 
•	 gifts or charitable contributions; 
•	 grants and funding for education or research; 
•	 royalties or licenses; and 
•	 any other payment or transfer of value identified by 
the HHS Secretary.

	 These mandatory reports would also be required 
to include information about the recipient, the value 
and date of the payment or transfer, and a 
description of the payment or transfer, he adds.

Key exceptions
According to Sarraille, the final Senate bill includes 
some noteworthy exceptions to the disclosure 
requirement. For example, companies would not be 
required to report payments whose annual value 
totaled less than $100 per recipient.
In addition, free product samples and educational 
materials intended for 
patient use would be 
exempt from 
disclosure. “This is a 
significant deviation 
from MedPAC’s 
recommendations, 
which would have 
collected information 
on free samples so 
that researchers could 
study their impact on 
providers’ prescribing 
behavior,” says 
Sarraille.
In addition, he says, 
manufacturers would 
be permitted to loan 
devices on a 
short-term basis and 
to furnish items or services under a contractual 
warranty without triggering the reporting 
requirement.
	 The final Senate bill also tracks MedPAC’s 
recommendations, he notes, by not requiring 
companies to report discounts, rebates, or in-kind 
items used to provide charity care.

State activists cite key changes
State activists wasted no time endorsing the revised 
bill. The key change, in their view, is undoubtedly 
the modified preemption provision. Alan Coukell, 
director of policy at The Prescription Project in 
Boston, argues that the intent of the current 
preemption requirement in the final Senate bill is 
similar to that of draft version circulated last 
summer. “The wording of this is better and tighter,” 
he says. “This essentially prevents states from 
collecting the information the feds will collect. 

The Senate’s 
disclosure bill does 
nothing to prevent 
states from 
passing piecemeal 
legislation with 
different definitions 
and reporting 
requirements, says 
Sidley Austin’s Bill 
Sarraille. 
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However, it explicitly says that states can collect 
other information.”
	 For example, he says, states could require 
companies to report how much they spend on DTC 
advertising, as West Virginia currently requires. 
Likewise, states could require companies to report 
payments to nurses, as Massachusetts recently 
proposed.
	 In addition, he points out, there is nothing in the 
bill that prevents states from simply prohibiting 
certain marketing practices, such as gifts over a 
certain size, as Minnesota and Massachusetts have 
done.
	 Another critical change in the legislation, says 
Coukell, is that if the marketing is linked to a 
specific drug or device, companies will have to list 
that drug or device. He says that will prove to be a 
useful research tool because the public will be able 
to correlate increased marketing with increased 
usage.
 	 “We are still reading the bill line by line to 
understand all of its provisions, and there remain 
some concerns,” says NLARX’ Treat. For example, 
she says, the bill excludes nurses, nurse practitioners 
and physician assistants, who also prescribe and may 
receive gifts and payments. In addition, she says, it 
may be possible to evade the bill’s provisions by 
making payments to intermediaries.  

Numerous challenges
According to Dan Kracov, who heads Arnold & 
Porter’s drug and device practice in Washington, 
D.C., as currently drafted, the Senate bill will be 
onerous for drug and device companies to 
implement. For example, he says, reducing the 
reporting threshold to $100 is significant because it 
would potentially include many parties who receive 
a small honorarium or other nominal payments. “It 
is a real burden to pull this information together,” he 
says, “so that is a significant change.”
	 The implementation is also fairly rapid, says 
Kracov, considering the work required to implement 
an adequate reporting system. “Many of the 
companies have a lot of different streams of 
payments going to doctors,” he points out.
	 In addition, says Kracov, there are some other 
categories that are specifically called out for 
disclosure, such as continuing medical education. It 
is unclear how that provision will actually work in 
practice, says Coukell, because companies will 
maintain that they merely give grants to third parties 
who then select speakers.

	 Finally, says Kracov, the aggregate payment 
reporting requirement, which is now set at $500, will 
likely lead companies that have yet to establish a 
payment cap to take that step.

Strong prospects
All sides agree that some version of the Sunshine 
Act is likely to pass this year. One factor that could 
change the dynamic, says Kracov, is if physician 
groups mobilize in opposition to the inclusion of a 
provision that would require companies to report 
any ownership interest held by a physician or an 
immediate family member. These reports would be 
required to include the dollar amount invested by 
each physician, the value and terms of the 
investment, any payment or transfer of value to a 
physician holding an investment interest, as well as 
any other information deemed appropriate by the 
Secretary of HHS. 

Is disclosure the midwife to elimination?
Proponents of disclosure of industry-physician 
financial relationships are fond of suggesting that 
sunlight is the best disinfectant.” But there is little 
doubt that for many of drug marketing’s most severe 
critics, disclosure of these activities should be the 
midwife to their elimination.
	 This fact was neatly captured in a New York 
Times editorial last month:

	 “Congress needs to pass legislation that would 
force all drug and medical-device companies 
to report a wide range of payments to doctors 
through a national registry so that all conflicts 
are known. Better yet, the medical profession 
needs to wean itself almost entirely from its 
pervasive dependence on industry money.

	 Treat echoed those sentiments last week. While 
endorsing the revised Senate bill, she argued the 
“best practice would be to ban these payments 
altogether,” as Minnesota and Massachusetts have 
sought to do.
	 “We look forward to the day when the millions 
of dollars spent on such gifts and payments go 
instead to provide affordable medicines for all of our 
citizens,” says Treat. ■

Note: Maine Rep. Sharon Treat will address the revised 
Sunshine Act along with Grassley aide Chris Armstrong 
as part of a timely audioconference Tuesday, February 10 
(see p. 7 for details).
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Special discount offer for Rx Compliance Report 
subscribers expires Friday, January 30, 2009

SPECIAL DISCOUNT FOR MULTIPLE 
ON-SITE REGISTRATIONS:

Three or more registrations submitted at the same 
time receive the following discounted rates for 
conference registration only:

Special subscriber discount 
through January 30	 $995
After Friday, January 30 	 $1,495

ON-LINE ATTENDANCE:

Subscribers can take advantage of an even more 
substantial discount for attending the Summit online.  

Special subscriber discount 
through January 30	 $995
After Friday, January 30	 $1,395 

Note: These rates cover all the elements of the 
Disclosure Training Program, including the 
preconference readings, online course modules, the 
preconference, the Summit and the post conference 
online examination.

SPECIAL DISCOUNT FOR MULTIPLE 
ON-LINE REGISTRATIONS:

Special discount rates for multiple on-line 
registrations are also being offered: 

Multiple on-line registrations:		

5 or more	 $595 each	

10 or more	 $495 each	

20 or more	 $395 each

40 or more	 $295 each

Rx Compliance Report is pleased to offer subscribers a special discount arrangement for the First Annual 
Summit on Disclosure, Transparency and Aggregate Spend for Drug, Device and Biotech Companies, 	
March 5–6, 2009, in Washington, D.C.

The Summit is a hybrid conference, Internet event and training tool that will be offered both onsite and 
online (both live and archived for six months).

The Summit is also offering Disclosure Training Program in the form of an optional course within the 
conference for attendees wishing to take a deeper dive into the Summit’s subject matter. This program can be 
all done online. Attendees who successfully complete program requirements will receive a certificate of 
completion. 

SPECIAL DISCOUNT PRICING:

Please note: The extended early-bird discount will expire on Friday, January 30, 2009.

HOW TO REGISTER USING THE 
DISCOUNT:
 
Subscribers can apply the onsite or online 
registration discount by visiting 
www.disclosuresummit.com and entering the 
optional registration code “RxComp” at the 
bottom of the secure online registration form.

Alternatively, you can use the attached 
registration form.

If you have any questions about any of these 
registration options, please call 1-800-684-4549.

ON-SITE ATTENDANCE:

Special subscriber discount 
through January 30	 $1,295
After Friday, January 30	 $1,795
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First Annual Summit On Disclosure And Transparency For Drug, 
Device And Biotech Companies

The Leading Forum on Disclosure, Transparency and Aggregate Spend for 
Drug, Device and Biotech Companies

A Pharma Congress Conference
March 5-6, 2009
ONSITE, Renaissance Hotel Washington DC
www.disclosuresummit.com

OR… In your own office or home line via the 
Internet with 24/7 access for six months	 	

The National Disclosure Summit is the first event 
that brings together the state and federal 
legislators and enforcers who are driving disclosure 
requirements with the industry leaders and outside 
experts who are crafting the programs to comply 
with this rapidly growing trend.

To view a list of the roughly 30 confirmed 
speakers, visit: www.disclosuresummit.com.

Here are some of the featured sessions:

DAY I:  THE PERFECT STORM: 
DISCLOSURE GRIPS THE DRUG AND 
DEVICE INDUSTRIES

•	How Disclosure and Transparency are Reshaping 
Pharma and Device Marketing and Compliance 

•	 The Physician Payments Sunshine Act: Prospects 
for Federal Disclosure Law - The Republican and 
Democratic Perspectives

•	 The Role of the OIG

•	The Role of State Legislation

•	 The Role of State Attorneys General In Imposing 
Disclosure Obligations 

•	How Recent Settlements Have Changed 
Pharmaceutical Marketing and Compliance

•	 The Role of Disclosure in an Overall Regulatory 
Scheme

•	A Dialogue on Whether Disclosure Will Quiet 
the Industry’s Critics?  

Also: Special Election Update
•	What to Expect From the New Congress and 
the New Administration

w Key Congressional Initiatives
w DTC: The Perennial Target
w CME: Under Fire from all Directions 

DAY II:  HOW TO ESTABLISH EFFECTIVE 
DISCLOSURE PROTOCOLS AND 
AGGREGATE SPEND PROGRAMS

•	 Lessons of the Deferred Prosecution 
Agreements in the Device Sector: How Has 
Disclosure Worked in the Device Sector

•	Enforcement Panel: How to Avoid Costly 
Litigation —State and Federal Prosecutors 
Assess Disclosure as a Compliance Tool

•	Case Studies in the Implementation of a 
Physician Payment Disclosure Initiative

•	Analysis of Huron Consulting Aggregate Spend 
Survey Results: A Gap Assessment of 
Aggregate Spend Industry Practices

•	Case Study: How to Build an Aggregate Spend 
Program at a Small or Mid-Size Pharmaceutical 
Company

•	Case Study: Planning Aggregate Spend 
Activities for the Next Three Years

•	 State Regulatory Panel: Evolving State Laws 
and Regulations—What to Expert in the Year 
Ahead

•	Evolving Practices in Aggregate Spend: What 
Does the Future Hold?

•	 Industry Disclosure Best Practice Roundtable

Visit www.disclosuresummit.com for more 
information on this important event.
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Also...three weeks away!

National Disclosure Audioconference: 
Update on the Revised Sunshine Act 
and State Marketing Laws
Tuesday, February 10, 2009
1:00 pm – 2:30 pm (EST)
www.disclosureaudioconferences.com

Senator Charles Grassley (R-IA) has announced 
he plans to introduce a revised version of the 
much anticipated Physician Payments Sunshine 
Act early this year. On Tuesday, February 10, 
Chris Armstrong, Senator Grassley’s key aide on 
this issue, will brief the industry on the latest 
version of the Sunshine Act and what it means 
for drug and device companies.

Also joining the 90-minute panel discussion will 
be Maine State Rep. Sharon Treat, a leading 
activist in the development of state marketing 
requirements for drug and device companies. 
Treat, who chairs NLARx, will review the 
ambitious state legislative agenda regarding gift 
bans, disclosure requirements, data mining 
restrictions, and other key initiatives.

Featured Faculty:

Christopher J. Armstrong, Esq.
Investigative Counsel, Committee on Finance, 
The Honorable Chuck Grassley, Ranking 
Member, United States Senate, Washington, DC 

John T. Bentivoglio, Esq.
Partner, King & Spalding LLP, Former Special 
Counsel for Healthcare Fraud, Department of 
Justice, Washington, DC 

Jennifer Colapietro
Director, Pharmaceutical and Life Sciences 
Advisory Services, PricewaterhouseCoopers 
LLC, Florham Park, NJ  

Sharon Anglin Treat, Esq.
Maine State Representative, Executive Director, 
NLARx, Augusta, ME 

Brian Riewerts
Partner, Global Pharmaceutical Advisory 
Services Group, PricewaterhouseCoopers LLP, 
Washington, DC (Moderator)  
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discounted rates for conference registration only:

Conference:
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ONLINE CONFERENCE ATTENDANCE
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